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(e) Both the parties will each prepare 
annual progress reports which will de-
scribe the confidence building activi-
ties undertaken during each year of the 
transition period. The form and con-
tent of the reports will be determined 
by the parties through the Joint Sec-
toral Committee. 

§ 26.38 Other transition period activi-
ties. 

(a) During the transition period, the 
parties will jointly determine the nec-
essary information which must be 
present in quality system and product 
evaluation reports. 

(b) The parties will jointly develop a 
notification and alert system to be 
used in case of defects, recalls, and 
other problems concerning product 
quality that could necessitate addi-
tional actions (e.g., inspections by the 
parties of the importing country) or 
suspension of the distribution of the 
product. 

§ 26.39 Equivalence assessment. 
(a) In the final 6 months of the tran-

sition period, the parties shall proceed 
to a joint assessment of the equiva-
lence of the conformity assessment 
bodies (CAB’s) that participated in the 
confidence building activities. CAB’s 
will be determined to be equivalent 
provided they have demonstrated pro-
ficiency through the submission of a 
sufficient number of adequate reports. 
CAB’s may be determined to be equiva-
lent with regard to the ability to per-
form any type of quality system or 
product evaluation covered by this sub-
part and with regard to any type of 
product covered by this subpart. The 
parties shall develop a list contained in 
appendix E of this subpart of CAB’s de-
termined to be equivalent, which shall 
contain a full explanation of the scope 
of the equivalency determination, in-
cluding any appropriate limitations, 
with regard to performing any type of 
quality system or product evaluation. 

(b) The parties shall allow CAB’s not 
listed for participation in this subpart, 
or listed for participation only as to 
certain types of evaluations, to apply 
for participation in this subpart once 
the necessary measures have been 
taken or sufficient experience has been 
gained, in accordance with § 26.46. 

(c) Decisions concerning the equiva-
lence of CAB’s must be agreed to by 
both parties. 

§ 26.40 Start of the operational period. 
(a) The operational period will start 

at the end of the transition period after 
the parties have developed the list of 
conformity assessment bodies (CAB’s) 
found to be equivalent. The provisions 
of §§ 26.40, 26.41, 26.42, 26.43, 26.44, 26.45, 
and 26.46 will apply only with regard to 
listed CAB’s and only to the extent of 
any specifications and limitations con-
tained on the list with regard to a 
CAB. 

(b) The operational period will apply 
to quality system evaluation reports 
and product evaluation reports gen-
erated by CAB’s listed in accordance 
with this subpart for the evaluations 
performed in the respective territories 
of the parties, except if the parties 
agree otherwise. 

§ 26.41 Exchange and endorsement of 
quality system evaluation reports. 

(a) Listed European Community (EC) 
conformity assessment bodies (CAB’s) 
will provide FDA with reports of qual-
ity system evaluations, as follows: 

(1) For preapproval quality system 
evaluations, EC CAB’s will provide full 
reports; and 

(2) For surveillance quality system 
evaluations, EC CAB’s will provide ab-
breviated reports. 

(b) Listed U.S. CAB’s will provide to 
the EC Notified Body of the manufac-
turer’s choice: 

(1) Full reports of initial quality sys-
tem evaluations; 

(2) Abbreviated reports of quality 
systems surveillance audits. 

(c) If the abbreviated reports do not 
provide sufficient information, the im-
porting party may request additional 
clarification from the CAB. 

(d) Based on the determination of 
equivalence in light of the experience 
gained, the quality system evaluation 
reports prepared by the CAB’s listed as 
equivalent will normally be endorsed 
by the importing party, except under 
specific and delineated circumstances. 
Examples of such circumstances in-
clude indications of material inconsist-
encies or inadequacies in a report, 
quality defects identified in 

VerDate Mar<15>2010 17:44 May 12, 2014 Jkt 232070 PO 00000 Frm 00275 Fmt 8010 Sfmt 8002 Q:\21\21V1.TXT ofr150 PsN: PC150



266 

21 CFR Ch. I (4–1–14 Edition) § 26.42 

postmarket surveillance or other spe-
cific evidence of serious concern in re-
lation to product quality or consumer 
safety. In such cases, the importing 
party may request clarification from 
the exporting party which may lead to 
a request for reinspection. The parties 
will endeavor to respond to requests for 
clarification in a timely manner. 
Where divergence is not clarified in 
this process, the importing party may 
carry out the quality system evalua-
tion. 

§ 26.42 Exchange and endorsement of 
product evaluation reports. 

(a) European Community (EC) con-
formity assessment bodies (CAB’s) list-
ed for this purpose will, subject to the 
specifications and limitations on the 
list, provide to FDA 510(k) premarket 
notification assessment reports pre-
pared to U.S. medical device require-
ments. 

(b) U.S. CAB’s will, subject to the 
specifications and limitations on the 
list, provide to the EC Notified Body of 
the manufacturer’s choice, type exam-
ination, and verification reports pre-
pared to EC medical device require-
ments. 

(c) Based on the determination of 
equivalence in light of the experience 
gained, the product evaluation reports 
prepared by the CAB’s listed as equiva-
lent will normally be endorsed by the 
importing party, except under specific 
and delineated circumstances. Exam-
ples of such circumstances include in-
dications of material inconsistencies, 
inadequacies, or incompleteness in a 
product evaluation report, or other 
specific evidence of serious concern in 
relation to product safety, perform-
ance, or quality. In such cases, the im-
porting party may request clarification 
from the exporting party which may 
lead to a request for a reevaluation. 
The parties will endeavor to respond to 
requests for clarification in a timely 
manner. Endorsement remains the re-
sponsibility of the importing party. 

§ 26.43 Transmission of quality system 
evaluation reports. 

Quality system evaluation reports 
covered by § 26.41 concerning products 
covered by this subpart shall be trans-
mitted to the importing party within 

60-calendar days of a request by the im-
porting party. Should a new inspection 
be requested, the time period shall be 
extended by an additional 30-calendar 
days. A party may request a new in-
spection, for cause, identified to the 
other party. If the exporting party can-
not perform an inspection within a 
specified period of time, the importing 
party may perform an inspection on its 
own. 

§ 26.44 Transmission of product eval-
uation reports. 

Transmission of product evaluation 
reports will take place according to the 
importing party’s specified procedures. 

§ 26.45 Monitoring continued equiva-
lence. 

Monitoring activities will be carried 
out in accordance with § 26.69. 

§ 26.46 Listing of additional CAB’s. 
(a) During the operational period, ad-

ditional conformity assessment bodies 
(CAB’s) will be considered for equiva-
lence using the procedures and criteria 
described in §§ 26.36, 26.37, and 26.39, 
taking into account the level of con-
fidence gained in the overall regu-
latory system of the other party. 

(b) Once a designating authority con-
siders that such CAB’s, having under-
gone the procedures of §§ 26.36, 26.37, 
and 26.39, may be determined to be 
equivalent, it will then designate those 
bodies on an annual basis. Such proce-
dures satisfy the procedures of § 26.66(a) 
and (b). 

(c) Following such annual designa-
tions, the procedures for confirmation 
of CAB’s under § 26.66(c) and (d) shall 
apply. 

§ 26.47 Role and composition of the 
Joint Sectoral Committee. 

(a) The Joint Sectoral Committee for 
this subpart is set up to monitor the 
activities under both the transitional 
and operational phases of this subpart. 

(b) The Joint Sectoral Committee 
will be cochaired by a representative of 
the Food and Drug Administration 
(FDA) for the United States and a rep-
resentative of the European Commu-
nity (EC) who will each have one vote. 
Decisions will be taken by unanimous 
consent. 
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